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request for approval, it notifies the or-
ganization and allows time for the or-
ganization to provide the additional in-
formation. 

(d) Onsite visit. CMS may visit the ac-
creditation organization’s offices to 
verify representations made by the or-
ganization in its application, includ-
ing, but not limited to, review of docu-
ments and interviews with the organi-
zation’s staff. 

(e) Notice of determination. CMS gives 
the accreditation organization, within 
210 days of receipt of its completed ap-
plication, a formal notice that— 

(1) States whether the request for ap-
proval is granted or denied; 

(2) Gives the rationale for any denial; 
and 

(3) Describes the reconsideration and 
reapplication procedures. 

(f) Withdrawal. An accreditation or-
ganization may withdraw its applica-
tion for approval at any time before it 
receives the formal notice specified in 
paragraph (e) of this section. 

(g) Reconsideration of adverse deter-
mination. An accreditation organiza-
tion that has received a notice of de-
nial of its request for approval may re-
quest a reconsideration in accordance 
with subpart D of part 488 of this chap-
ter. 

(h) Request for approval following de-
nial. (1) Except as provided in para-
graph (h)(2) of this section, an accredi-
tation organization that has received 
notice of denial of its request for ap-
proval may submit a new request if it— 

(i) Has revised its accreditation pro-
gram to correct the deficiencies on 
which the denial was based. 

(ii) Can demonstrate that the Part D 
sponsors that it has accredited meet or 
exceed applicable Medicare require-
ments; and 

(iii) Resubmits the application in its 
entirety. 

(2) An accreditation organization 
that has requested reconsideration of 
CMS’ denial of its request for approval 
may not submit a new request until 
the reconsideration is administratively 
final. 

Subpart E [Reserved] 

Subpart F—Submission of Bids and 
Monthly Beneficiary Pre-
miums; Plan Approval 

§ 423.251 Scope. 
This section sets forth the require-

ments and limitations on submission, 
review, negotiation and approval of 
competitive bids for prescription drug 
plans and MA-PD plans; the calcula-
tion of the national average bid 
amount; and the determination of en-
rollee premiums. 

§ 423.258 Definitions. 
For the purposes of this subpart, the 

following definitions apply: 
Full risk plan means a prescription 

drug plan that is not a limited risk 
plan or a fallback prescription drug 
plan. 

Limited risk plan means a prescription 
drug plan that provides basic prescrip-
tion drug coverage and for which the 
PDP sponsor includes a modification of 
risk level described in § 423.265(d) in its 
bid submitted for the plan. This term 
does not include a fallback prescription 
drug plan. 

Standardized bid amount means, for a 
prescription drug plan that provides 
basic prescription drug coverage, the 
PDP approved bid; for a prescription 
drug plan that provides supplemental 
prescription drug coverage, the portion 
of the PDP approved bid that is attrib-
utable to basic prescription drug cov-
erage; for a MA-PD plan, the portion of 
the accepted bid amount that is attrib-
utable to basic prescription drug cov-
erage. 

§ 423.265 Submission of bids and re-
lated information. 

(a) Eligibility for bidding. An applicant 
may submit a bid to become a Part D 
plan sponsor. 

(b) Bid submission. Not later than the 
first Monday in June, each potential 
Part D sponsor must submit bids and 
supplemental information described in 
this section for each Part D plan it in-
tends to offer in the subsequent cal-
endar year. 

(c) Basic rule for bid. Each potential 
Part D sponsor must submit a bid and 
supplemental information in a format 
to be specified by CMS for each Part D 
plan it offers. Each bid must reflect a 
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uniform benefit package, including pre-
mium (except as provided for the late 
enrollment penalty described in 
§ 423.286(d)(3)) and all applicable cost 
sharing, for all individuals enrolled in 
the plan. Each bid must reflect the ap-
plicant’s estimate of its average 
monthly revenue requirements to pro-
vide qualified prescription drug cov-
erage (including any supplemental cov-
erage) for a Part D eligible individual 
with a national average risk profile for 
the factors described in § 423.329(b)(1). 

(1) Included costs. The bid includes 
costs (including administrative costs 
and return on investment/profit) for 
which the plan is responsible in pro-
viding basic and supplemental benefits. 

(2) Excluded costs. The bid does not in-
clude costs associated with payments 
by the enrollee for deductible, co-pay-
ments, coinsurance, and liability above 
the plan allowance in the case of out- 
of-network claims, payments projected 
to be made by CMS for reinsurance, or 
any other costs for which the sponsor 
is not responsible. 

(3) Actuarial valuation. The bid must 
be prepared in accordance with CMS 
actuarial guidelines based on generally 
accepted actuarial principles. A quali-
fied actuary must certify the plan’s ac-
tuarial valuation (which may be pre-
pared by others under his or her direc-
tion or review), and must be a member 
of the American Academy of Actuaries 
to be deemed qualified. Applicants may 
use qualified outside actuaries to pre-
pare their bids. 

(d) Specific requirements for bids. The 
bid and supplemental information sub-
mission must include the following in-
formation: 

(1) Coverage. A description of the cov-
erage to be provided under the plan, in-
cluding any supplemental coverage and 
the deductible and other cost sharing. 

(2) Actuarial value of bid components. 
The applicant must provide the fol-
lowing information on bid components, 
as well as actuarial certification that 
the values are calculated according to 
CMS guidelines on actuarial valuation, 
including adjustment for the effect 
that providing alternative prescription 
drug coverage (rather than defined 
standard prescription drug coverage) 
has on drug utilization, if applicable. 

(i) The actuarial value of the quali-
fied prescription drug coverage to be 
offered under each plan for a Part D el-
igible individual with a national aver-
age risk profile for the factors de-
scribed in § 423.329(b)(1) and the basis 
for the estimate. 

(ii) The portion of the bid attrib-
utable to basic prescription drug cov-
erage and the portion (if any) attrib-
utable to supplemental benefits. 

(iii) The assumptions regarding rein-
surance amounts payable under 
§ 423.329(c) used in calculating the bid. 

(iv) The assumptions regarding low- 
income cost-sharing payable under 
§ 423.329(d) used in calculating the bid. 

(v) The amount of administrative 
costs and return on investment or prof-
it included in the bid. 

(3) Service area. A description of the 
service area of the plan. 

(4) Level of risk assumed. For a poten-
tial Part D sponsor, the level of risk 
assumed in the bid specified in para-
graph (e) of this section. 

(5) Plan Average Risk Score. An esti-
mate of the plan’s average prescription 
drug risk score (as established under 
§ 423.329(b)) for all projected enrollees 
for purposes of risk adjusting any sup-
plemental premium. 

(6) Additional information. Additional 
information CMS requests to support 
bid amounts and facilitate negotiation. 

(e) Special rule for PDP sponsors. Bids 
for all plans offered by a potential PDP 
sponsor in a region, but not those of 
potential MA organizations offering 
MA-PD plans, PACE organizations of-
fering PACE plans including qualified 
prescription drug coverage, and cost- 
based HMOs or CMPs offering section 
1876 cost plans including qualified pre-
scription drug coverage, may include a 
uniform modification of the amount of 
risk assumed (based on a process to be 
specified) as described in one or more 
of the following paragraphs. Any such 
modification applies to all plans of-
fered by the PDP sponsor in a PDP re-
gion. 

(1) Increase in Federal percentage as-
sumed in initial risk corridor. An equal 
percentage point increase in the per-
cents applied for costs between the 
first and second threshold limits under 
§ 423.336(b)(2)(i) and (b)(2)(ii)(A) and 
§ 423.336 (b)(3)(i) and (b)(3)(ii)(A). This 
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provision does not affect the applica-
tion of a higher percentage for plans in 
2006 or 2007 under § 423.336(b)(2)(iii). 

(2) Increase in Federal percentage as-
sumed in second risk corridor. An equal 
percentage point increase in the per-
cents applied for costs above the sec-
ond threshold upper limit or below the 
second threshold upper limit under 
paragraphs § 423.336(b)(2)(ii)(B) and 
(b)(3)(ii)(B). 

(3) Decrease in size of risk corridors. A 
decrease in the size of the risk cor-
ridors by means of reductions in the 
threshold risk percentages specified in 
§ 423.336(a)(2)(ii)(A) and/or (a)(2)(ii)(B). 

(f) Special rule for fallback prescription 
drug plans. Fallback prescription drug 
plan bids are not subject to the rules in 
this section. They must follow require-
ments specified in § 423.863. 

§ 423.272 Review and negotiation of 
bid and approval of plans sub-
mitted by potential Part D spon-
sors. 

(a) Review and negotiation regarding 
information, terms and conditions. CMS 
reviews the information filed under 
§ 423.265(c) in order to conduct negotia-
tions regarding the terms and condi-
tions of the proposed bid and benefit 
plan. In addition to its general negoti-
ating authority under section 1860D– 
11(d)(2)(A) of the Act, CMS has author-
ity similar to that of the Director of 
the Office of Personnel Management 
for health benefit plans under Chapter 
89 of title 5, U.S.C. 

(b) Approval of proposed plans. CMS 
approves the Part D plan only if the 
plan and the Part D sponsor offering 
the plan comply with all applicable 
CMS Part D requirements, including 
those related to the provision of quali-
fied prescription drug coverage and ac-
tuarial determinations. 

(1) Application of revenue requirements 
standard. CMS approves a bid sub-
mitted under § 423.265 only if it deter-
mines that the portions of the bid at-
tributable to basic and supplemental 
prescription drug coverage are sup-
ported by the actuarial bases provided 
and reasonably and equitably reflect 
the revenue requirements (as used for 
purposes of section 1302(8)(C) of the 
Public Health Service Act) for benefits 
provided under that plan, less the sum 

(determined on a monthly per capita 
basis) of the actuarial value of the re-
insurance payments under section 
§ 423.329(c). 

(2) Plan design. (i) CMS does not ap-
prove a bid if it finds that the design of 
the plan and its benefits (including any 
formulary and tiered formulary struc-
ture) or its utilization management 
program are likely to substantially dis-
courage enrollment by certain Part D 
eligible individuals under the plan. 

(ii) If the design of the categories and 
classes within a formulary is con-
sistent with the model guidelines (if 
any) established by the United States 
Pharmacopeia, the formulary cat-
egories and classes alone will not be 
found to discourage enrollment. 

(iii) A plan that adopts the categories 
and classes discussed in paragraph 
(b)(2)(ii) of this section may neverthe-
less be found to discourage enrollment 
because it excludes specific drugs from 
the formulary. 

(c) Limited risk plans. (1) Application 
of limited risk plans. There is no limit 
on the number of full risk plans that 
CMS approves under paragraph (b) of 
this section. CMS approves a limited 
risk plan in accordance with para-
graphs (c)(2) and (c)(3) of this section 
only if the access requirements under 
§ 423.859 are not otherwise met for a 
PDP region. 

(2) Maximizing assumption of risk. CMS 
gives priority in approval for those 
limited risk plans bearing the highest 
level of risk, but may take into ac-
count the level of the bids submitted 
by the plans and is not required to ac-
cept the limited risk plan with the 
highest assumption of risk. In no case 
does CMS approve a limited risk plan 
under which the modification of risk 
level provides for no (or a minimal) 
level of financial risk. 

(3) Limited exercise of authority. CMS 
approves only the minimum number of 
limited risk plans needed to meet the 
access requirements. 

(d) Special rules for private fee-for-serv-
ice (PFFS) plans that offer prescription 
drug coverage. PFFS plans (as defined 
at § 422.4(a)(3)) choosing to offer pre-
scription drug coverage are subject to 
all MA-PD bid submission and approval 
requirements applicable to MA-PD 
plans with the following exceptions: 
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